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DETAILED ACTION 

The application should be reviewed for errors. 

To facilitate processing of papers at the U.S. Patent and Trademark Office, it is 
recommended that the Application Serial Number be inserted on every page of claims and/or of 
amendments filed. 

Applicant's election without traverse electing to prosecute the invention of Group I, 
claims 1, 5-10, and 24 on 1 1/20/06 is acknowledged. The selected species are SEQ ID NO: 5 
and SEQ ID NO: 42. 

Claims 1,5-10, and 24 are being considered on the merits. 

Claims 11-18 and 21-23 are withdrawn from consideration as directed to a non-elected 
invention. 

The amendment presented fails to comply with the Revised Amendment Format 37 

CFR 1.121. Claim 1 is not amended yet "cis" is underlined partially.. In addition, claim 24 is 
designated as "new". This is an original claim. Correction is required. 

Copies of the cited references are requested to complete the record. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1, 5-10, and 24 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 is vague, indefinite and confusing in the recitation "An isolated and purified 
mammalian fatty-acid amide hydrolase (FAAH) Isolated fatty-acid amide . . ." Correction is 
required. 

The claim 5 encompasses an improper Markush grouping because it does not use the 
form "selected from the group consisting of A, B, AND C). It uses "a group" which renders the 
claim indefinite as to what is intended. See MPEP 2173.05(h)(a). In addition, the phrase "is 
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characterized by inclusion of an amino acid sequence" is confusing. Amendment to —wherein 
the FAAH has an amino acid. . 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the claims under 35 
U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was commonly owned at the time 
any inventions covered therein were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was not commonly owned at the 
time a later invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) and 
potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1, 5-6 and 8-10 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Maurelli et aL. 

The claims are drawn to a fatty acid amide hydrolase (FAAH) which is capable of 
hydrolyzing a variety of amides.. 

The cited reference discloses an FAAH which appears to be identical to the presently 
claimed enzyme (see, e.g., page 84 and Table 1, page 85), since it is capable of hydrolyzing at 
least anandamide and cis-9,20-octadecenoamide. The referenced enzyme appears to be identical 
to the presently claimed FAAH and is considered to anticipate the claimed enzyme since it is 
taught to be effective to hydrolyze substantially similar amide substrates and is similarly isolated 
from mammals such as mice.. Consequently, the claimed FAAH appears to be anticipated by the 
reference, even though the respective sequence information is not provided. It is noted that the 
mouse enzyme appears to comprise SEQ ID NO: 5. 

In the alternative, even if the claimed FAAH is not identical to the referenced enzyme 
with regard to some unidentified characteristics, the differences between that which is disclosed 



Application/Control Number: 10/788,992 
Art Unit: 1651 



Page 4 



and that which is claimed are considered to be so slight that the referenced enzyme is likely to 
inherently possess the same characteristics of the claimed microorganism particularly in view of 
the similar characteristics which they have been shown to share. Thus the claimed FAAH would 
have been obvious to those skilled in the art within the meaning of USC 103. 

Furthermore, the composition is claimed as a product-by-process in claims 8-10. The 
reference teaches purification by isoelectrofocusing at page 86, col. 1 . Since the Patent and 
Trademark Office is not equipped to manufacture products by the myriad of processes put before 
it and then obtain prior art products and make comparisons therewith, a lesser burden of proof is 
required to make out a case of prima facie obviousness for product-by-process claims because of 
their peculiar nature than when a product is claimed in the conventional manner. MPEP 2113. 

Claims 1, 5-6 and 7 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Deutsch et al . 

The claims are drawn to a fatty acid amide hydrolase (FAAH) which is capable of 
hydrolyzing a variety of amides.. 

The cited reference discloses an FAAH which appears to be identical to the presently 
claimed enzyme (see, e.g., page 792, Results ), since it is capable of hydrolyzing at least 
anandamide (N-arachidonoylethanolamide) 

The referenced enzyme appears to be identical to the presently claimed FAAH and is 
considered to anticipate the claimed enzyme since it is taught to be effective to hydrolyze 
substantially similar amide substrates and is similarly obtained from mammals such as humans. 
Consequently, the claimed FAAH appears to be anticipated by the reference, even though the 
respective sequence information is not provided. It is noted that the human enzyme appears to 
comprise SEQ ID NO: 5 and SEQ ID NO: 42 

In the alternative, even if the claimed FAAH is not identical to the referenced enzyme 
with regard to some unidentified characteristics, the differences between that which is disclosed 
and that which is claimed are considered to be so slight that the referenced enzyme is likely to 
inherently possess the same characteristics of the claimed microorganism particularly in view of 
the similar characteristics which they have been shown to share. Thus the claimed FAAH would 
have been obvious to those skilled in the art within the meaning of USC 103. 



Application/Control Number: 1 0/788,992 Page 5 

Art Unit: 1651 

Furthermore, the composition is claimed as a product-by-process in claims 8-10. The 
reference teaches the native enzyme. Since the Patent and Trademark Office is not equipped to 
manufacture products by the myriad of processes put before it and then obtain prior art products 
and make comparisons therewith, a lesser burden of proof is required to make out a case of 
prima facie obviousness for product-by-process claims because of their peculiar nature than 
when a product is claimed in the conventional manner. MPEP 2113. 

Claims 1 and 6 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Cravatt et al. 

The claims are drawn to a fatty acid amide hydrolase (FAAH) which is capable of 
hydrolyzing a variety of amides.. 

The cited reference discloses an FAAH from isolated rat brain membrane fractions which 
appears to be identical to the presently claimed enzyme (see, e.g., page 1508, Fig 4) since it is 
capable of hydrolyzing at least cis-9,20-octadecenoamide. The referenced enzyme appears to be 
identical to the presently claimed FAAH and is considered to anticipate the claimed enzyme 
since it is taught to be effective to hydrolyze substantially similar amide substrates and is 
similarly isolated from mammals. Consequently, the claimed FAAH appears to be anticipated 
by the reference, even though the respective sequence information is not provided. 

In the alternative, even if the claimed FAAH is not identical to the referenced enzyme 
with regard to some unidentified characteristics, the differences between that which is disclosed 
and that which is claimed are considered to be so slight that the referenced enzyme is likely to 
inherently possess the same characteristics of the claimed microorganism particularly in view of 
the similar characteristics which they have been shown to share. Thus the claimed FAAH would 
have been obvious to those skilled in the art within the meaning of USC 103. 

Claims 1 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, under 
35 U.S.C. 103(a) as obvious over Ohkawa et al. . 

The claims are drawn to a fatty acid amide hydrolase (FAAH) which is capable of 
hydrolyzing a variety of amides.. 

The cited reference discloses an FAAH which appears to be identical to the presently 
claimed enzyme (see, e.g., Fig. 2, page 8), since it is capable of hydrolyzing at least cis-9,20- 
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octadecenoamide. The referenced enzyme appears to be identical to the presently claimed 
FAAH and is considered to anticipate the claimed enzyme since it is taught to be effective to 
hydrolyze a substantially similar amide substrate. Consequently, the claimed FAAH appears to 
be anticipated by the reference, even though the respective sequence information is not provided. 

In the alternative, even if the claimed FAAH is not identical to the referenced enzyme 
with regard to some unidentified characteristics, the differences between that which is disclosed 
and that which is claimed are considered to be so slight that the referenced enzyme is likely to 
inherently possess the same characteristics of the claimed microorganism particularly in view of 
the similar characteristics which they have been shown to share. Thus the claimed FAAH would 
have been obvious to those skilled in the art within the meaning of USC 103. 

Claims 1, 6 and 8-10 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Ueda et al (1995). 

The claims are drawn to a fatty acid amide hydrolase (FAAH) which is capable of 
hydrolyzing a variety of amides.. 

The cited reference discloses an FAAH which appears to be identical to the presently 
claimed enzyme (see, e.g., page 23824), since it is capable of hydrolyzing at least anandamide 
(See, e.g. page 23825). The referenced enzyme appears to be identical to the presently claimed 
FAAH and is considered to anticipate the claimed enzyme since it is taught to be effective to 
hydrolyze substantially similar amide substrates and is similarly isolated from mammals. 
Consequently, the claimed FAAH appears to be anticipated by the reference, even though the 
respective sequence information is not provided. 

In the alternative, even if the claimed FAAH is not identical to the referenced enzyme 
with regard to some unidentified characteristics, the differences between that which is disclosed 
and that which is claimed are considered to be so slight that the referenced enzyme is likely to 
inherently possess the same characteristics of the claimed microorganism particularly in view of 
the similar characteristics which they have been shown to share. Thus the claimed strain would 
have been obvious to those skilled in the art within the meaning of USC 103. 

Furthermore, the composition is claimed as a product-by-process in claims 8-10. The 
reference teaches purification by chromatography at page 23824. Since the Patent and 
Trademark Office is not equipped to manufacture products by the myriad of processes put before 
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it and then obtain prior art products and make comparisons therewith, a lesser burden of proof is 
required to make out a case of prima facie obviousness for product-by-process claims because of 
their peculiar nature than when a product is claimed in the conventional manner. MPEP 2113. 

Accordingly, the claimed invention as a whole was at least prima facie obvious, if not 
anticipated by the reference, especially in the absence of sufficient, clear and convincing 
evidence to the contrary. 

Claims 1, 6, 8-10, and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Maurelli taken with Ueda et al, Cravatt et al and further taken with Koutek et al, Scopes and 
Mayaux et al. 

Ueda et al (1995) disclose a mammalian FAAH which appears to be identical to the 
presently claimed enzyme (see, e.g., page 23824), since it is capable of hydrolyzing at least 
anandamide (See, e.g. page 23825). Maurelli discloses a mammalian FAAH which appears to be 
identical to the presently claimed enzyme (see, e.g., page 84 and Table 1, page 85), since it is 
capable of hydrolyzing at least anandamide and cis-9,20-octadecenoamide. In addition Cravatt 
et al disclose FAAH activity in isolated rat brain membrane fractions that hydrolyzes cis-9,20- 
octadecenoamide (See, e.g., page 1508, fig. 4), while Koutek et al teach this activity FAAH in 
anandamide hydrolysis. (See, e.g., page 22938). 

The methods of purification used in the references may differ from the claim designated 
processes. However, Scopes adequately demonstrates that the purification of enzymes was 
routine in the art at the time the claimed invention was made by a variety of techniques (See, 
e.g., pages 100-1 14). Furthermore, Mayaux et al. adequately demonstrate the purification of 
related amidases by conventional means (See, e.g., page 6765-6766). This amidase hydrolyzes a 
fatty acid primary amide, i.e., aryl propionamide. 

Regarding the use of trifluoroketones in the purification process, Koutek et al adequately 
demonstrate that these compounds are known in the art to be anandamide analogs and to be 
useful as inhibitors at least of FAAH in anandamide hydrolysis. Since inhibition is reversible 
and concentration dependent, one of ordinary skill in the art would have had a reasonable 
expectation of success regarding the purification of the FAAH by using these compounds in an 
affinity chromatography purification process. 
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Furthermore, the composition of claims 8-10 is claimed as a product-by-process. Since 
the Patent and Trademark Office is not equipped to manufacture products by the myriad of 
processes put before it and then obtain prior art products and make comparisons therewith, a 
lesser burden of proof is required to make out a case of prima facie obviousness for product-by- 
process claims because of their peculiar nature than when a product is claimed in the 
conventional manner. MPEP 2113. 

Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the claimed invention was made to modify the processes of isolation and/or purification taught 
by Maurelli taken with Ueda et al, Cravatt et al by using the techniques of Koutek et al , Scopes 
and Mayaux et al. for the benefits of maximizing the activity of the enzyme by its purification 
and, alternatively, using the cloning techniques of Mayaux et al to produce the F AAH by 
genetic engineering means for the benefits of obtaining large amounts of the FAAH enzyme 
without costly isolation procedures. 

Thus, the claimed invention as a whole was clearly prima facie obvious, especially in the 
absence of evidence to the contrary. 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Irene Marx whose telephone number is (571) 272-0919. The 
examiner can normally be reached on M-F (6:30-3:00). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Wityshyn can be reached on 571-272-0926. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300 . 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Irene Marx 
Primary Examiner 
Art Unit 1651 



